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TO THE 


READER 





About the Authors 


Papers presented at the fourteenth 
annual meeting of the New York State 
Bar Association’s Section on Food, 
Drug and Cosmetic Law, which took 
place on January 28, are featured in 
this March JourNAL. They comprise 
a large part of the proceedings of that 
day’s afternoon session, and will pro- 
vide our readers with a valuable record 
of important For those 
who were fortunate enough to attend 
the meeting, they will recall the speak- 


discussions. 


ers’ remarks. For others, they will 
offer the next best thing to having 
heard the participants in person. The 


sessions were held in the meeting hall 
of the Association of the Bar of the 


City of New York, 42 West 44th 
Street, New York City. 
One of the most important topics 


taken up at the meeting was that of 
uniform state food laws. In view of 
sweeping amendments to the federal 
Act over the last decade or so, the 
problem of how to bring the statutes 
up to date in states which have laws 
based upon the model bill of the Asso- 
ciation of Food and Drug Officials of 
the United States now has become 
every bit as important as the problem 
of how to get more of the states to 
adopt the uniform bill. 





A stimulating panel discussion brought 
together T. E. Sullivan, director of 
the Division of Food and Drugs of 
the Indiana State Board of Health; 
E. L. Randall, commissioner of the 
Nevada State Food, Drug, Weights 
and Measures Department; J. F. Lakey, 
director of the Division of Food and 
Drugs, Texas State Department of 
Health; and James C. Pearson, Direc- 
tor of the Division of Federal-State 
Relations, Food and Drug Administra- 
tion, United States Department of 
Health, Education, and Welfare. Mr 
Randall is president of AFDOUS, and 
Mr. Lakey is its secretary. All of these 
papers are presented in this issue. 


At the end of the series of addresses, 
Charles Wesley Dunn, of New York 
City, chairman of the section, pre- 
sented informal remarks on the subject 
By request, these remarks are included 
to round out the panel papers 


Other articles adapted from meeting 
papers are by Julius G. Zimmerman, of 
New York City, attorney, The Coca-Cola 
Export Corporation, and H. Thomas 
Austern, of Washington, D. C., chair- 
man of the section’s committee on food 
standards. 





Meetings of Food and Drug Men 


Gordon Research Conference.—The 
1959 Gordon Research Conference on 


Toxicology and Safety Evaluations will 
be held August 10-14 at Kimball Union 
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Academy, Meriden, New Hampshire Toxicology and Industrial Medicine, 
Don D. Irish is general chairman of the E. I. du Pont de Nemours & Com 
conference, assisted by David W. Fas- pany, Inc.; Bernard L. Oser, presi- 
sett, vice chairman. dent of Food and Drug _ Research 

Among the chairmen for the various Laboratories; and Geoffrey Woodard, 
daily sessions are John A. Zapp, Jr., Chief of the Pharmacodynamics Branch 


director ot Haskell Laboratories for of the Division of Pharmacology, FDA 





Speakers at the January 28 meeting of the New York State Bar Association's 
Section on Food, Drug and Cosmetic Law, held in New York City, included, 
from left to right, standing, Bernard L. Oser, president, Food and Drug Research 
Laboratories, Inc.; Michael F. Markel, chairman of the section’s committee on 
uniform state laws; James C. Pearson, Director, Division of Federal-State 
Relations, Food and Drug Administration, United States Department of Health, 
Educat‘o , and Welfare; Joseph D. Becker, assistant to director of legal depart- 
ment, Allied Chemical Corporation; William J. Condon, attorney for Swift and 
Company; and H. Thomas Austern, chairman of the section’s committee on food 
standards; seated, J. F. Lakey, director, Division of Food and Drugs, Texas 
State Department of Health, and secretary, Association of Food and Drug Offi- 
cials of the United States; T. E. Sullivan, director, Division of Food and Drugs, 
Irdana State Board of Health; and Charles Wesley Dunn, chairman of section. 


QO 























WASHINGTON- 


ACTION 


AND NEWS 





In the Food and Drug 


Court Actions During January, 1959. 


One hundred and three seizure cases 


were instituted in the federal courts 
during January, the Food and Drug 
Administration has reported. Three 


injunctions—court orders restraiming 
firms trom making further imterstate 
shipments ot harmtul, unfit or mus 


branded products—were issued 


Contaminated foods totaled 895 tons 


in 84 shipments. Three hundred and 
sixty tons ot this volume were in 
canned tomatoes and tomato purees 
that were contaminated with flies and 
maggots or were spoiled. Bulk grains 

including wheat, rice and raw pop- 
corn with imsect and rodent contami 
nation—accounted for 286 tons; nuts 
of all kinds, 79 tons; and warehoused 
foods, 70 tons 


An additional 114 tons of foods were 
health hazards. In- 


tons oft 


seized because of 
cluded 
taminated wheat 
the Commodity Credit Corporation and 
34 tons of cheese containing 
staphylococci bacteria. Another 82 tons 
of foods—mainly oysters with excessive 
water added, blended cooking oil de- 
ficient in olive oil, and canned green 
beans failing to meet requirements of 


were 68 mercury-con- 


durum consigned to 


colby 


the federal standard—were seized as 
economic cheats. 

Of 25 drugs and seized in 
January, 21 were alleged to be mis- 
branded by false and misleading claims. 
Ten nonprescription 


dev ces 


actions involved 


Administration 


drugs, including “hangover” tablets 


7 


articles recommended for trea 
skin conditions 


vitamins, 
ing stomach ulcers o1 


and veterinary preparations 


Restriction on Nasal Inhalers (Basic 
Amphetamine) .— Nasal 


inhalers con 


taining basic amphetamine may now 
be sold only by prescription, FDA 
announced on February 10 Previ 
ously, this type of inhaler—an aid to 
relieving nasal congestion—had beet 


sold directly to the public 


The agency said it had _ received 


evidence of misuse of the inhalers for 


nonmedical purposes by persons who 


removed the wicks and used the drug 
as a substitute for 
lets The tablets 


restricted to prescription sale 


amphetamine tab 


have always been 


his action, in the form of a policy 


statement published in the Federal 


Register, was based on complaints of mis 


use from law enforcement ofhcials and 
results of its own investigations, accord 
ing to FDA. Nasal inhalers containing 
other affected by the 


ruling, the agency added 

Feed Additive Cleared for Safety. 
The first product to be cleared for 
safety under the food-additives 
amendment of the Federal Food, Drug, 


drugs are not 


new 


and Cosmetic Act is a preservative to 
protect livestock feed from loss of nat 
ural carotenes and vitamin E. In a 
regulation effective February 12, 1959, 
the Food and Drug Administration 


165 





PAGE 166 


amounts of the 
safely be left in 


maximum 
chemical that may 
mixed feeds and in beef, pork, poultry 
from animals re- 


specified 


and 
ceiving these feeds. 


eggs produced 


Under a trade name, the chemical 
will be used to treat 16 major forage 
crops during the process by which they 
are dehydrated for sale to mixed teed 
manufacturers. Tolerances have been 
established as follows: (1) in or on 
dehydrated forage crops, mixed feeds 
or mixed-feed supplements—150 parts 
per million (0.015 per cent), (2) in or 
uncooked meat or meat by- 
animals or the uncooked 


on the 
products of 
muscle meat and eggs of poultry—one 


half of one part per million and (3) 
in or on the uncooked liver and the 
fat of poultry—three parts per mil- 
lion. 


Voluntary Corrective Actions.—A 
total of $170,000 was voluntarily spent 
by food manufacturers during January 
in plant improvements suggested by 
FDA inspectors to assure production 
of clean, wholesome products, as re- 
quired by law, according to the agency. 
Eliminating salmonella organisms from 
his brewer’s yeast cost one midwest 
brewer $80,000. First, he had to find 
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entific staff. Then he 
install new equipment, including a twin 
roll dryer, a conveyor, a hammer mill, 
filtration system and vacuum 


He also changed from a wet 


proceeded to 


an air 
cleaners. 
cleanup system to a dry cleanup sys- 
tem. 


To eliminate rodent and 
insect contamination, a West 
candy maker invested $50,000 in sani 
He built a methyl 
room and bought 
pest 


possible 
Ce ast 


tary improvements. 
bromide fumigation 


fogging equipment for insect 


control. He installed new equipment, 
including a sirup cooler and sanitary 
pump; a coating machine; a_hard- 
candy cooler; and a peanut cleaner. 


To keep rodents out of his raw 


terials, a North Carolina cottonseed 
miller repaired his 
cost of $2,500. 


ma- 


warehouses at a 
s: 


Food firms told FDA 
they had voluntarily destroyed or con 
verted more than 117 tons of unfit 
foods. Vinegar contaminated with flies 
maggots accounted for most of 
the volume. Insect- and rodent-infested 
flour (18 tons) and dried beans and 
rice (13 tons) were also involved. Drug 
plants and warehouses voluntarily de- 
substandard drugs 


imspectors 


and 





the source of the contamination, and stroyed old and 
invested $20,000 in studies by his sci- valued at $21,166 
In the Public Health Service 
Cancer-Drug Research Contract States Department of Health, Educa- 


Awarded.—Surgeon General Leroy E. 
Burney of the Public Health Service 
recently announced the award of a 
$505,000 contract to a pharmaceutical 
company to develop, test and manufac- 
ture antibiotics and related drugs in the 
search for compounds effective in the 
treatment of cancer. This was the first 
such contract awarded by the Service’s 
Cancer Chemotherapy National Service 
Center at the National Cancer Institute, 
under a new patent policy of the United 


tion, and Welfare. 
agreement, the 
“beers” for 


company 
anti- 


Under the 
will test antibiotic 
cancer activity, seeking to identify and 
isolate specific agents in the “beers” 
that show promise for the treatment of 
cancer. If potentially useful drugs are 
yielded, the company will proceed with 
necessary additional research to deter- 
mine whether such agents are safe for 
use in cancer patients. 
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Uniformity of State Food and Drug Laws— 


Uniform State Laws and the Impact 


of Federal Amendments 


By T. E. SULLIVAN 


The Director, Division of Food and Drugs, Indiana State 
Board of Health, Addressed the New York State Bar's Sec- 
tion on Food, Drug and Cosmetic Law on January 28, 1959 


URING most of the history of the Federal Food, Drug, and 

Cosmetic Act, but particularly during recent years, a great deal 
of publicity has been given to the important part it has played as a 
basic law to protect the health and welfare of our citizenry. Today, 
most of our citizens know there is such a law, and many of them are 
fairly well acquainted with the protection it grants them. The Food 
Law Institute, through its programs of specialized education and the 
publication of articles, papers and books, has contributed much to 
better understanding of this important law. The Section on Food, 
Drug and Cosmetic Law of the New York State Bar Association has 
participated in this effort, too. Both organizations are to be highly 
commended for their continuing efforts which have, thus far, been 
so successful. 

Throughout this period, however, little has been said about the 
important part that state and local food and drug laws play in con- 
sumer protection and the fact that they also play a vital part in the 
enforcement program of the federal Act. As a part of this panel dis 
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cussion on the effect on state programs of amendments to the federal 
\ct, it seems appropriate to bring this consideration more clearly 


into focus. 
Background 


First, the federal Act, which is authorized by the Interstate Commerce 
Clause of the Constitution, is—as you know—limited in its application 
to foods, drugs, therapeutic devices and cosmetics that have moved in 
interstate commerce. Unless satisfactory proof of such movement can 
be presented to a court, regulatory action cannot be taken under the 
federal Act regardless of how dangerous, repugnant or fraudulent the 
article may be. 

Second, it is estimated that between 25 per cent and 40 per cent 
of the foods, drugs, devices and cosmetics that are used by the public 
never enter the channels of interstate commerce. They are consumed 
or used in the producing state. 

Third, in many of our more heavily populated areas, large metro 
politan centers in two states adjoin each other so closely that, for all 
practical purposes, they constitute one metropolis. The significance 
of this is the fact that barter and trade are carried on on a local basis: 
deliveries of goods originating in one state will be made by local 
delivery vehicles to a consignee in the adjoining state, usually without 
delivery tickets or other information which would establish the inter 
state character of the movement. To all intents and purposes there 
is no state line and there is no interstate commerce that is provable 
in a court of law. 

Fourth, in any industry the small companies engaged in a 
given line far outnumber their larger counterparts. The total vol 
ume of business done by these small companies may not equal the 
volume of the smaller number of large companies, still the total impact 
of their production is significant in the market place. In many in 
stances their resources are limited, and the problem of maintaining 
an equitable position in the market with their larger competitors 
sometimes becomes acute. It is our experience in the food, drug and 
cosmetic field that it is much more difficult to secure and maintain 
good standards of sanitation and wholesomeness of products in the 
case of small companies than it is in the case of the larger ones. Lim- 
ited finances cause the former to “cut corners.” They may lower the 
quality of the ingredients, dispense with a quality-control staff, reduce 


their sanitation-maintenance crews and in many other ways attempt 
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to bring their costs into line by impairing the quality and wholesome 
ness of their products. Other factors may be mentioned, such as the 
type of building used to house such companies; the obsolescence of 


some of the equipment used; misbranding; and short weight. 


This is not to say, of course, that all small companies are suspect 
just because they are small. We know, in fact, that some of our finest 


foods, drugs and cosmetics are produced by small companies. 


The point I would like to make is this: What happens if state and 
local food and drug programs are not adequate to supervise this large 
proportion of purely intrastate commerce? It is obvious that the con 
sumer is not getting the protection from adulterated and misbranded 
products that he thinks he is. What does not seem to be equally obvi 
ous, however, is the fact that larger companies, whose operations are 
subject to the federal Act, have to compete with the unregulated or 
poorly regulated competitor. Furthermore, when a blight is cast on 
some food, drug or cosmetic because of a consumer injury, the entire 


industry suffers, regardless of who caused the adverse publicity 


Importance to Federal Program and to Industry 


It should be obvious, then, that uniform state laws, adequately) 
enforced and uniformly interpreted, are of prime importance not only 
to the citizens of our several states, but to the actual success of the 
federal program and to the operation of the industry as a whole. It 
is urged that serious consideration be given by the food, drug and 
cosmetic industry attorneys associated with the New York State Bar 
\ssociation and The Food Law Institute to a program designed to 
improve the status of state and local food and drug laws and of the 
people who administer them. It should be a matter of prime im 
portance to food, drug and cosmetic industry attorneys and to the 
companies they represent to encourage the adoption of uniform state 
laws. Their collaboration and support will go a long way in achieving 
this end and in insuring sufficient funds and qualified personnel to 
administer state programs. 

One of the pressing problems faced by states that now have uni 
form acts is the matter of keeping them uniform in the face of ever 
increasing amendments to the federal Act. Some of these amendments 
are in direct conflict with some of the provisions of the uniform state 
acts. For example, uniform state laws incorporate the so-called “per 
se” rule—that a poisonous ingredient may not be added to a food 
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unless its use cannot be avoided or is required by good manufacturing 
practice—while the recent food-additives amendment to the federal 
Act permits tolerated amounts of such ingredients. States having the 
“per se” rule will have to have their laws changed by their respective 
state legislatures or be in the position of allowing violations of their 
laws in the case of foods that meet the federally authorized tolerances. 


Function of Durham-Humphrey Amendment 


The Durham-Humphrey Amendment to the federal Act removed 
from the shoulders of the retail pharmacist the responsibility of 
determining whether a drug or device is adequately labeled and may 
be sold to the consumer directly, and placed the responsibility on the 
manufacturer. It also authorized the retail pharmacist to accept oral 
prescriptions and refills provided he reduces the oral instructions to 
writing promptly. It further required the manufacturer to place the 
statement “Caution: Federal law. prohibits dispensing without a 
prescription” on drugs that may only be sold pursuant to a prescrip 
tion and it prohibited him from placing such a notice on drugs to which 
it does not apply. 

Many uniform state laws do not permit a retail pharmacist to 
accept oral prescriptions or refills, regardless of whether or not the 
pharmacist reduces them to writing, nor do those laws have any provi- 
sion which requires intrastate compounders of drugs to place the 
caution warning on those that should be restricted to prescription 
sale. Yet many retailers compound specialty drug items, under their 
own labels, which are marketed only on an intrastate basis. 

State regulatory agencies are handicapped when, investigating 
irregularities in the sale of dangerous drugs, they are faced with a 
number of oral prescriptions, reduced to writing by the pharmacist, 
which cannot be recognized as valid under the state law but which are 


authorized under the federal Act. 


Confusion Creates Opposition 


State agencies are also handicapped when requested to comment 
on a label for an obvious prescription item which will be sold only in 
the locale of its manufacture. The federal caution statement is not 
applicable to a purely intrastate item, and the state law does not pro- 


vide for one. In many instances the manufacturer becomes confused, 
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drugs are misbranded, and opposition to the whole federal-state drug 
program is created. 

It is not practical for each of the states that have uniform laws 
to approach its respective legislature to have its laws amended each 
time an amendment is made to the federal Act. The delay involved 
is sometimes considerable; the lengthy preparation and justification 
is sometimes beyond the facilities of the agency; and, occasionally, 
when the act is opened up to needed amendments, other undesirable 


amendments may be proposed. 


Suggestion Toward Solution of Problem 


States having the uniform law need a provision which will make 
it unnecessary to have the state law amended through legislative 
action when a federal amendment is adopted. If statutory language 
could be drafted to authorize regulatory agencies to adopt regulations 
which would keep the state laws uniform when Congress amended 
the federal Act—just as some of them now are authorized to adopt 
federal regulations—it would go a long way toward solving the 
problem. 

There may be constitutional or other barriers to this. Another 
plan might be more practicable. In any event, the problem is there 
and in need of solution. I can think of no better qualified group than 
the Section on Food, Drug and Cosmetic Law of the New York State 
Bar Association to which to present the problem in the hope that a 


solution can be found. [The End] 


© MILLING COMPANY—ACQUISITION OF ASSETS ¢ 


\ flour-milling company’s acquisition of two competitive firms is 
in violation of Section 7 of the Clayton Act, a Federal Trade Commis 
sion hearing examiner has ruled in issuing an order which would 
require the company to make a complete divestiture of the assets 
illegally acquired. According to the hearing examiner, the effect of one 
of the acquisitions may be to suppress competition in the family flour 
industry and the flour-base home-mix industry in the principal towns 
and cities located in the southeastern part of the United States; also, 
it may tend to create a monopoly in the flour-milling company in these 
two industries. The other acquisition, the examiner has ruled, may 
result in a lessening of competition or a tendency toward monopoly 
in the home-mix market throughout the country. 

According to the examiner’s order, all assets of the acquired firms, 
as well as any property added to them, must be sold in such a manner 
as to restore the two companies as going concerns. (Released March 
11, 1959.)\—CCH Trape Recutation Reports § 27,845. 





Uniformity of State Food and Drug Laws— 


Factors Affecting the States’ 


as Well as Other Recent Amendments 





= DISCUSSING these amendments, perhaps we should include the 
proposed federal standards being adopted for frozen desserts not 
in an attempt to complicate the problem, but more to generalize it 
So far there have been three major amendments to the Federal Food, 
Drug, and Cosmetic Act in recent years, with little or no follow-up 
by the states. These changes are: (1) the Durham-Humphrey Amend 
ment, (2) the Miller Pesticide Amendment and (3) the food-additives 


amendment. 


These amendments were enacted into law only after the most 
exhaustive study to determine if they were needed, if they were 
practicable, if they were enforceable and if they were effective in their 
aims to protect the consumer. Each one was subjected to a study that 
few, if any, states could conduct. These studies took many months 
and involved extensive hearings with food and drug enforcement 
agencies and legislative committees, affected industries, and consumer 
representatives. Further, the Association of Food and Drug Officials 
of the United States was cognizant of the progress and oftentimes had 


a voice in the deliberations. 


Factors over Which State Officials Lack Control 

To encourage the program of the AFDOUS in furthering the 
uniformity of laws and regulations, we exhort state officials to incorpo 
rate the intent of the changes in the federal act into their own. How 
ever, a simple exhortation is not enough. It is not that simple. There 
are too many factors involved over which our state officials have little 
or nocontrol. Let us examine some of these factors. 

Division of Authority.—In many instances, laws and regulations 
are introduced and sponsored by agencies within a state other than by 


the agency administering the food, drug and cosmetic act. That 
> d z Pan] 
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Adoption of the Food-Additives Law 
to the Federal Food, Drug, and Cosmetic Act 


By E. L. RANDALL 








Nevada's Commissioner of Food and Drugs, Weights and Measures Spoke 
at the January 28 Meeting of the New York State Bar Section on Food, 
Drug and Cosmetic Law, Held in New York City. Mr. Randall, of Reno, 
Heads the Association of Food and Drug Officials of the United States 


this happens even at the federal level was forcibly demonstrated last 
vear. 

In pointing this out, we ask you not to infer that we are pot 
shooting at all the agencies involved. We are just facing up to some 
facts. In one state, to my knowledge, during the 1957 legislature 
legislation introduced by the food and drug commissioner was opposed 
and defeated by another state agency. 

Local Opposition to State Legislation. While it is true that in 
dustry as a whole is a strong supporter of our efforts to enforce the 
food and drug laws, it is unfortunate that industry is not without its 
groups motivated by selfish interests. Such interests can be very effe« 


tive within the state. 

These interests may be responsible for setting up laws or stand 
ards which may be in conflict with other state, or even federal, laws 
or standards. 

Lack of Awareness of Aid Available from FDA Quite frequently 
there is a lack of adequate support, and a need for outside help. Often 
times an administrator may be accused of being arbitrary or of trying 
to “build an empire.” 

In these cases or in matters of a local controversial nature, he 


could use some outside help in the form of advice or recommendations 
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made at the right time and place by a recognized authority. In this 
regard, any amendments recommended by the AFDOUS would be a 
step in the right direction. Few state officials are aware of aid they 
can get from the federal Food and Drug Administration. 

Nature of State Laws and Regulations.—I am not sure of the final 
count, but I believe only about one half of the states have adopted the 
uniform act. The rest of the states are using their original acts. The 
power to promulgate the regulations varies, as do the acts. In some 
states the commissioner is authorized to make regulations to comply 
with federal regulations insofar as practicable. 

It would truly simplify matters if all states had the uniform 
food, drug and cosmetic act, and the uniform act were amended in a 
manner which would allow the states to adopt not only the federal 
regulations, but also the changes in the Federal Food, Drug, and 
Cosmetic Act itself. This would mean that a state could adopt federal 
legislation by regulation. Such an amendment might have legal com 
plications, but it is worthy of consideration and investigation. 


Difficulty of Enforcement at State Level—Most states lack funds to 
enforce their present laws adequately, much less take on new ones. 
Even if all other factors were overcome, many states do not have the 
manpower or facilities to assume the responsibilities imposed by the 
adoption of the amendments, particularly those involving laboratory 
analyses. It is doubtful if any state has facilities comparable to those 
of the FDA, yet where the food-additives amendment and the pesticide 
amendment are adopted, the states add quite a burden to an already 
understaffed and underequipped department. To give you some idea 
of the problems imposed on states by a pesticide amendment, let me 
mention a few: A program of educating the users of pesticides must 
effectively inform them what pesticide should be used on a given crop, 
when it should be used, and in what amounts it should be used. How- 
ever, absorption of knowledge being what is it and human frailities 
what they are, there are times when the wrong pesticide is used on a 
given crop at the wrong time and/or in the improper amounts and, 
unfortunately, these errors are not compensatory. A chemical analysis 
is necessary then to determine the errors. The smaller the magnitude 
of the error, the more difficult it is to determine ; when it is in the range 
of one part per million, it is most difficult. Such analytical procedures 
require specialists—analytical chemists trained in microtechniques and 
capable of using modern complex analytical equipment. Such services 


and equipment are costly. 
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This, I believe, is one of the greatest deterrents to the adoption of 
these amendments and their effective enforcement. When a state 
official considers the magnitude of the responsibility of the added 
amendments, it is nothing short of frightening. Therefore, it would be 
well to consider a general amendment to state laws that (1) would 
allow the states to adopt amendments to the federal act with a minimum 


of time and effort, for example, by administrative directive and (2 


) 
would allow the states to take full advantage of the requirements of 
the federal act as does the “new-drug section” in some state laws 
This particular section of our food, drug and cosmetic act reads as 
follows: 

No person shall introduce or deliver for introduction into intrastate commerce 
any new drug which is subject to Section 505 of the Federal Act, unless an 


application with respect to such drug has become effective thereunder 


This is a very simple statement, but it provides a most effective 
method of controlling the new-drug problem. If something like this 
could be made to frame the food-additive and pesticide pictures, it 


would be a tremendous aid to state regulatory officials 


As indicated earlier, while we are here to consider recent amend 
ments to the federal Act, many states are keenly concerned about what 
effect the proposed federal standards for frozen desserts will have on 
their standards. Some of the state standards are of a statutory nature 
while others were set up by regulation. The existence of a food 
standard established by statute may provide the impracticality which 
would prevent a state from adopting a federal standard, for, as indi 
cated earlier, some state laws authorize the commissioner or director 
to promulgate regulations which are in compliance with federal regula 
tions insofar as practicable. In this case, then, how can a state adopt 
the federal standard for ice cream requiring a 10 per cent minimum 
milk-fat content, when its own statutory standard requires a higher 
minimum milk-fat content? It becomes evident that the best way for 
a state to establish standards for foods is by regulation, particularly 
since the federal standards are so established. Regulations can be 
changed much more easily, for reasons already mentioned. Aside from 
the reasons discussed, some states may have added difficulty because 
their present standards provide—to some degree—trade barriers which 
some interests may not want to have removed. Here is a case where 
industry might be able to lend a helping hand. This will be the newest 
challenge to uniformity, and I trust we will meet it squarely and 


effectively. 
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There are, undoubtedly, other factors affecting the ability of 
states to enact desirable legislation. My purpose in mentioning those 
above was to have them in mind while we were advocating the adop- 
tion of the federal amendments by the states. You can be sure that 
the AFDOUS will gratefully welcome any suggestions you may offer 


to further our objective of uniformity in laws and regulations. 


False and Misleading Advertising 
Before closing, | would like to take advantage of this opportunity 
to point out briefly one form of consumer protection being neglected 
It may be considered appropriate to discuss it here, since it deals with 
still another form of discrepancy, or lack of uniformity, between the 
Federal Food, Drug, and Cosmetic Act and the state laws—that is, 


protection against false and misleading advertising. 


The federal Food and Drug Administration does very well, under 
existing budgetary conditions, with false and misleading labeling; 
however, false and misleading advertising does not even come under 
the scope of the Federal Food, Drug, and Cosmetic Act, although 
many states have jurisdiction over advertising, as well as labeling, 
under their food and drug laws. However, when false or misleading 
advertising originates outside these states—via radio, television and 
the press—corrective action is more difhcult, if not impossible. When 
t has been determined that a problem is one of advertising and not one 
of labeling—and in some cases the distinction is not very clear-cut 


state officials are referred to another federal agency. 


Need for Effective Advertising Curbs at Federal Level 


It is certainly not my intention to saddle the Food and Drug Ad 
ministration with more responsibilities, but if we believe that all food, 
drugs, devices and cosmetics should be under the protective arm of the 
Food, Drug, and Cosmetic Act, then it would follow that the control 
of advertising these products should also be there. There are many 
state officials who feel that labeling and advertising of these products 
are so involved that the Food and Drug Administration is the federal 
agency most qualified to cope with abuses. If this is not the answer, 
another must be found, for it is obvious that false and misleading ad- 
vertising of such products cannot be stopped at the local level until 


there is more active and efficient control at the federal level. 


[The End] 
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Uniformity of State Food and Drug Laws— 


Uniform State Food Laws 
and Amendments 


By J. F. LAKEY 


The Director of the Division of Food and Drugs, Texas State Department 
of Health, Also Participated in This Panel Discussion at the Recent Annual 
Meeting, Section on Food, Drug and Cosmetic Law, New York State Bar 


W: VRE HERE TODAY to discuss a public-health law which 


is universally recognized to be fundamental for the protection of 
the health and welfare of the consuming public and for the growth and 
proper conduct of the regulated industries. This law is an old one 
which was brought up to date in 1938, and which has been amended 
as required since that time. During the past 20 years, many people 
have advocated and supported state legislation in all states which 


would be uniform with our Federal Food, Drug, and Cosmetic Act 


Those interested in such legislation include federal and state 
officials, the majority of people in the regulated industries, people 
representing various civic organizations, consumer groups and indi 
vidual citizens. However, with this support and with universal recogni 
tion of the need for such legislation, we have only 32 states which have 
enacted all or parts of the uniform food, drug and cosmetic bill recom 
mended by our Association of Food and Drug Officials of the United 
States. We all recognize certain factors as having played a part in 
preventing the enactment of uniform food, drug and cosmetic laws in 
all of our states; these factors will continue to exist and prevail until 
more aggressive action and combined efforts are co-ordinated among 
industry, state food and drug officials, and the public. It is not my 
purpose here to outline these factors; however, we are all aware 
of the fact that in nearly every instance such factors have been 
developed by minority groups and based on selfish interests. We 


should, therefore, direct our attention to those groups, which are 
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aggressive and which combine their efforts to oppose proposed legisla 
tion, and in many instances, even though they are minority groups, 
are oftentimes the majority when legislative committees hold hearings 


on food, drug and cosmetic legislation. 


Federal Amendments—Uniformity Eliminated 

Perhaps we have been more active in supporting uniformity during 
the past ten years than ever before in the history of food and drug laws. 
During this time, however, while our efforts have been directed 
essentially toward the enactment of uniform legislation in each of our 
48 states, we have also noted enactment of certain amendments to our 
national food law which have eliminated previously existing uni 
formity between state laws and our federal law. These amendments 
are the ones which are under discussion here today: (1) the Durham 
Humphrey Amendment, (2) the Miller Pesticide Amendment and 
(3) the food-additives amendment. I will confine my remarks on 
these amendments to the food-additives amendment, effective in its 
mandatory provisions March 5, 1959. 

[ do not believe that we have a state food and drug law today 
which contains provisions in harmony with the food-additives amend 
ment to our national food law. It 1s, therefore, obvious that our 
national food law will be in conflict with all our state food and drug 
laws unless those state legislatures which are now in session act 
without delay in passing a food-additives amendment to their existing 
state food and drug laws. Until such amendments are enacted by the 
various legislatures, state food and drug officials will be faced with a 
responsibility for determining proper administrative procedures to 
follow in dealing with the food-additives problem. Perhaps some state 
laws contain provisions whereby the problem can be handled by 
administrative regulations ; however, this seems doubtful, particularly 
in view of the fact that most state laws prohibit the use of food addi 
tives per se. We can, therefore, assure ourselves that within a rea 
sonably short period of time, we will be confronted with the necessity 
of deciding what we, as state food and drug officials, must do in the 
field of food additives. Certainly, foods containing additives will 
move into our respective jurisdictions in compliance with the federal 
law, yet they will be in violation of the law which is our responsibility 
to enforce. 


With this in mind, it seems to me that we must direct our atten- 


tion beyond the question of uniformity between laws and to the more 
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difficult problem of considering uniformity not only in interpretation, 
but also in administration. I am sure that we must concern ourselves 
more than ever with legislative intent; in so doing, we will surely be 
in a position to interpret more uniformly the provisions now existing 
not only in our national law, but also in our various state laws. |! 
think we can all agree that no legislation in the food and drug field 
intends to eliminate clean, wholesome, safe and nutritious foods from 
our consumers. When I review the food-additives amendment, I am 
convinced that the Congress not only recognized the place of food 
additives in our food supply, but also made the necessary provisions 
wherein beneficial chemical additives, at safe levels, could be used to 
promote progress in food technology in order to improve our present 
day food standards. I believe that we may, therefore, base our 
administrative decisions and procedures upon legislative intent in 
dealing with food additives and, at the same time, effectively discharge 
our responsibility as food and drug regulatory officials. I would not, 
however, be willing to pursue this type of administrative procedure 
over a longer period of time than is required to prepare and obtain 
the enactment of a food-additives amendment to our existing state 


food laws. 


Obligation to Bring Uniform Legislation Up to Date 

Our association has sponsored uniform food, drug and cosmeti 
legislation for many years, yet the uniform bill which is available 
from my office has not been amended since 1940 and does not include 
the three amendments under discussion today. We, as food and drug 
officials and members of our association, and you, as food, drug and 
cosmetic lawyers, have the duty and obligation to prepare amend 
ments to our recommended uniform food, drug and cosmetic bill which 
will bring it up to date and into harmony with the federal food, drug 
and cosmetic act. Our duty and obligation does not end when this 
objective is accomplished. We must continue to develop and maintain 
the interest of the food industry ; we must develop cooperation between 
industry, state food and drug officials, and the public to sponsor and 
support either up-to-date amendments to existing uniform laws or 
complete new laws in those states which do not have such laws. We 
need the help of your organization in the preparation of such amend- 
ments and we need constructive action by all interested groups if we 
are to accomplish our stated objective of attaining the enactment of 


up-to-date uniform food, drug and cosmetic legislation in all our states. 
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In closing, may I say that we must develop a program which will 
be effective in bringing about the early enactment of food-additives 
amendments to our existing state food laws or, perhaps, when we take 
into consideration the three amendments under discussion, we should 
direct our attention to the preparation of a provision for amendment 
of existing state laws which would enable state administrators to 
adopt federal regulations in this area without the necessity of having 
to pursue legislative channels in order to maintain uniform food, drug 
and cosmetic laws throughout the United States [The End] 


¢ HEW SECRETARY REPORTS ON FLUORIDATION ¢ 


\ statement by secretary ot Health, | ducation, and Welfare Art! 


- 


S. Flemming was released at a news conference held o1 
which the Secretary reported a “significant set-back in the progress 
of the fluoridation program during the last two years.” Of the situatior 
vhich had been called to his attention by Surgeon General Ler 
| Burne \ he said, in part 
‘Although controlled fluoridation has been proved over and over 
in to be an imexpensive and completely safe means of preventing 
65 percent of dental decay, only one out of every four people in this 
country today has this protection 
“Moreover—and this is the most disturbing fact of all—the prop 
tion of the population not benefitting from this remarkable healt! 
measure ts actually increasing 


“Why every community with a public water supply has not availed 


of the proved dental health benefits of controlled fluoridation is 


} 


dithcult for me to understand in the light of the following facts 


itselt 


“1. Intensive research over a quarter of a century shows concl 
sively that water containing a proper amount of fluoride reduces denta 
decay by about 65 per cent 
‘2. Equally conclusive research has demonstrated that controlled 
fluoridation is completely safe, causing no bodily harm of any kind 

“3. The American Dental Association, the American Medical Asso 
ciation and virtually all other scientific and professional organizations 
having competence in the field have recommended the fluoridation of 
public water supplies 

‘4. This protection costs only a few cents per person per year 
lt started in childhood, the protection 1s effective over a lifetime 

“5. Controlled fluoridation does not mean adding a foreign substance 
to water; all water contains some fluoride. Fluoridation of water as a 
public health measure simply means controlling the amount of fluorid 
in a public water supply 

“6. Even water containing as much as 8 times the amount of 
fluoride recommended for prevention of tooth decay does not injure 
a person's health. Too much fluoride in water does cause discoloration 
of tooth enamel but has never been known to injure health 


“7. Public opinion polls reveal that the majority of people who are 
informed about fluoridation are favorably disposed to the idea.” 











Uniformity of State Food and Drug Laws— 


UNIFORM STATE FOOD LAWS 


By JAMES C. PEARSON 


This Panel Speech Is Also from the Fourteenth Annual Meeting of 
the New York State Bar's Section on Food, Drug and Cosmetic Law, 
in New York City January 28, 1959. Mr. Pearson Is the Director, 
Division of Federal-State Relations, Food and Drug Administra- 
tion, United States Department of Health, Education, and Welfare 


M R. CHAIRMAN, distinguished guests, and members of the Se 
1 : tion on Food, Drug and Cosmetic Law of the New York State 
sar Association, we appreciate very much the opportunity you have 
given us to meet with vou here today to discuss the question of uni 


form food, drug and cosmetic legislation. 


\lthough I am sure that most of you are familiar with the history 
of food and drug legislation in this country, it might be well briefly 
to review developments to date. Such legislation dates back to 
Colonial days. The first laws were passed about 1650, and dealt 
primarily with the adulteration of foods and with net-contents state 
ments. Massachusetts passed a law in 1784, providing penalties for 
the sale of unwholesome foods. The first general food law was enacted 
by Pennsylvania in 1860. About 20 years later, renewed interest 
in this field resulted in state legislation to deal with the broad con 


cepts of adulteration and misbranding of foods and drugs. 


On June 30, 1848, the United States Congress passed “An Act to 
Prevent the Importation of Adulterated and Spurious Drugs and 
Medicines” into the United States. In 1888, Congress enacted a gen 
eral food and drug law for the District of Columbia and, on June 30, 
1890, enacted a law to prohibit the importation of adulterated or 
unwholesome foods and drugs into this country. 
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The Federal Food and Drugs Act of 1906 was the first major 
legislation to control interstate commerce in foods and drugs. Subse 
quently, the states which did not have legislation in this field enacted 
legislation patterned after the federal Act, and other states amended 
their laws to conform with the federal Act. The Federal Food, Drug, 


and Cosmetic Act which is now in effect was passed in June, 1938. 


Officials charged with the enforcement of the various state laws 
soon began to realize the value of cooperation and uniformity of action. 
In August, 1897, the dairy and food commissioners from ten states 
met in Detroit, Michigan, and organized what is now known as the 
\ssociation of Food and Drug Officials of the United States. The 
objectives of the association, as set forth in its bylaws, were to promote 
and foster measures effective for the protection of public health and 
for the prevention of fraud and deception in the manufacture, sale and 
distribution of dairy and other food products intended for consumption ; 
to secure the adoption of uniform administrative procedure; and to 
encourage cooperation among federal, state, county and municipal 
officials. It had before it a new goal—the promotion of uniform laws 


of comparable effectiveness in the several states. 


During the forty-second annual meeting of the Association of Food 
and Drug Officials of the United States in October, 1938, the associa 
tion adopted a resolution instructing its president to appoint a com 
mittee, consisting of members of the association, to draft a proposed 
uniform state food, drug and cosmetic bill patterned after the federa! 
Act, for consideration by the state legislatures interested in such 
legislation, in order that the state laws might be more uniform and in 
harmony with the federal law. A bill was drafted, endorsed by the 
association’s executive committee and adopted by the association at 


its annual meeting in New Orleans in October, 1940. 


The Council of State Governments, at a meeting in Washington, 
D. C., in November, 1944, adopted the following resolution: 

RESOLVED, That a suggestion be made to the Legislatures of the several 
States that existing food, drug, and cosmetic laws be reexamined and that a 
study be made of the Federal Food, Drug, and Cosmetic Act of 1938, with a 
view to making uniform the laws of the several States and of the United States 
so far as may be practical. 


It called attention to the fact that the Association of Food and 
Drug Officials of the United States had published a uniform state 


food, drug and cosmetic bill. 
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The uniform bill also has the endorsement of the National Drug 
Trade Conference and of a large number of national associations of 


food manufacturers and dealers. 


Since that time, only 32 states, including Alaska, and the Terri 
tories of Hawaii and Puerto Rico have enacted all or part of the uni 
form bill. Only 21 of these adopted the bill substantially as written. 


The uniform bill differs from the federal Act in that, in the 
absence of any state agency comparable to the Federal Trade Com 
mission, control over advertising of food, drugs and cosmetics is 


incorporated in the bill. 


Since the adoption of the uniform bill there have been several 
amendments to the federal Act which have not been adopted by the 
Association of Food and Drug Officials of the United States. Among 
these are the Durham-Humphrey Amendment (P. L. 215, Eighty 
second Congress), the Miller Pesticide Amendment (P. L. 518, Eighty 
third Congress) and the recently enacted food-additives amendment 
(P. L. 85-929, Eighty-fifth Congress). Very few attempts have been 


made by the various states to amend their laws in these respects. 


In 1913, an Office of State Cooperation was established in the 
Food and Drug Administration, at the request of the state people, in 
view of the nation-wide effects of decisions and actions at the federal 
level and also the desire of the state people that there be uniformity 
of interpretation and action by the federal and state agencies. This 


office is now known as the Division of Federal-State Relations 


One of the duties of this division is to maintain cooperative rela 
tionships between the Food and Drug Administration and the state 
and local agencies, so that there may be complete understanding of 
the objectives of each agency and that assistance may be rendered 
whenever possible. Recent scientific discoveries and tremendous 
advances in food, drug and cosmetic technology require close liaison 
among all enforcement agencies in order to give the consumer maxi 
mum protection and regulated industries the minimum of inconveniences. 


A citizens advisory committee, appointed by the Secretary of the 
Department of Health, Education, and Welfare to study the Food and 
Drug Administration’s operations and resources, reviewed the rela 
tionship existing between the federal and the state and local agencies 
and, in its 1955 report, pointed out that one of the obstacles to more 
effective cooperation and co-ordination between the Food and Drug 
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\dministration and state agencies is the lack of uniformity between 
the federal Act and the state laws. The committee also stated that 
the Department of Health, Education, and Welfare should work toward 
the removal of obstacles to greater c: operation, )f course, the greatest 
obstacle to uniform enforcement is all-round lack of funds. If we had 
uniform state and federal laws and sufficient funds for uniform enforce 
ment, the federal government could abandon to the states some of its 
present functions, in keeping with President Eisenhower’s Williams 
burg address, thus devoting more attention to violations of all sections 
of the federal law. It must be remembered, though, that the nature 
of our political subdivisions requires that there be strong laws efficiently 
enforced at both the federal and state levels if the consumer is to be 


afforded protection from those who seek to circumvent the law 


The Department of Health, Education, and Welfare and the lood 
and Drug Administration will continue to assist state agencies in 
every way possible in connection with state legislation in fields of 
mutual interest, but in a manner consistent with their long-standing 


policy of not interfering in internal state matters. 


Upon request of committee chairmen, employees of the Food and 
Drug Administration have appeared before state legislative committees 
and furnished them all the information available to assist them 
in their legislative program. It is always a pleasure for us to be able 
to work with these committees and with state agencies interested in 


improved food and drug legislation. 


Employees of the Food and Drug Administration are eligible to 
membership in the Association of Food and Drug Officials of the 
United States; through this association we work for uniform laws and 
uniform interpretation and enforcement of the laws. We participated 
in the drafting of the proposed uniform bill and at present two Food 
and Drug Administration employees, at the request of the president 
of the association, are serving on the association’s committee to obtain 
funds for a comprehensive study of state and local laws and programs. 
This study was initiated by the association almost three years ago and 
has the wholehearted support of the Secretary of the Department of 
Health, Education, and Welfare and of the Commissioner of Food 


and Drugs. 


Although we fully recognize the obstacles involved, it is our belief 


that it is in the interest of both consumers and industries to have unt 
form laws and uniform enforcement [The End] 








Uniformity of State Food and Drug Laws— 


Informal Remarks 


By CHARLES WESLEY DUNN 


These Remarks Were Presented by the Chairman of the Section on Food, 
Drug and Cosmetic Law, New York State Bar Associotion, at Its Janu- 
ary 28 Meeting, Following the Official Papers by Messrs. Sullivan, 
Randall, Lakey and Pearson. They are Reprinted in the Journal by Request 


7E HAVE JUST HEARD valuable papers by high state and 

' federal food and drug law officials, on the basic need of state 
laws which are uniform with the Federal Food, Drug, and Cosmeti 
\ct; and they have spoken for the Association of Food and Drug 
Officials of the United States. This need is a general one which 
urgently requires due implementation by the state legislatures; and 
it is strikingly illustrated by the recent food additives amendment of 
the foregoing Act. Each state should manifestly enact a uniform 
amendment as soon as possible. For there should be only one legal 
standard governing the safety of manufactured food, in our country; 
and this standard is necessarily and best made by the United States 
Food and Drug Administration, which has the responsibility of execut 
ing our national food law in the FDC Act. I should note here that a 
bill has been drafted for a uniform food additives amendment in New 
York State, which Assemblyman Drumm will sponsor.* He is Chair 
man of the joint committee on food legislation of the New York State 
Legislature. We expect that this amendment will be soon enacted; 
and I understand that a bill for a similar amendment has been intro- 
duced in the California Legislature. 


I add two additional comments. The first comment is that the 
bill for a uniform state food, drug and cosmetic law, drafted by the 





* This bill has since been introduced. 
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\ssociation oft Food and Drug Officials of 


outmoded. Hence it should be promptly and thoroughly 


1 
| 


make it current with the great legislative progress of 
Food, Drug, and Cosmetic Act in recent vears; at 
broadly provide for a uniform administrati 
its regulatory application and operation 

The second comment is this: while 


ss 


and cosmetic law 1s a very important probl 
larger problem which is even more important 
of raising the administration the state food, 
laws, generally, to the high level consistent 
and health protection, from every standpo1 
equipment and appropriations; whereby 
laws is appropriately dignified and given 

mental social value warrants. Hence this 

study, for a report that will carry due weight; an yall be priv 


to assist in developing this study [The End] 
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of Foreign Food Laws 


By JULIUS G. ZIMMERMAN 


Mr. Zimmerman, Attorney, of New York City, Who Submitted This 
Comprehensive Report to the Section on Food, Drug and Cosmetic 
Law of the New York State Bar Association at Its Annual Meet- 
ing Held in January, Is This Journal's Editor of Foreign Law 


as been a very eventful one in the field of food 
be 


vear just passed, and perhaps even more so lhe 


nited States and abroad; 1959 promises t 


v almost monopolize public interest and con 
ment on the international stage are “food additives” and “unuort 


food standards” and the idea of international or regional model food codes 


Food Additives 


p> 
; 


Comments—Definitions and Bas | bhiy \ny discus 
s subject should begin with a definition of the term 
but right at the outset we find that the very termine 
most controversial aspects Phes« substances are 
additives”: in Europe they are frequently referré 


es (foreign substances, meaning “fore 


ot tood” In our English terminology, the 
terms “foreign substance” or “foreign body” are frequently used 
product lability cases or apphed to icide chemicals or to ¢ 


substances such as a nail 1 a vel if | ad vn 1 ot into 


unintention;: oO a “a lt , 1 -orlis rhe P inadequate 


these terms ;% ‘1n to describe a certa 


food—usually actured food product 
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which, because of certain characteristics, deserve the special attention 


of scientists and legislators. Obviously, every substance which is a 
normal or elementary part of a manufactured food product or which 


: , ; : aye 
has been intentionally made part of it by the manufacturer would fall 


under the general term “ingredient.” But from the point of view of 


language and logic, it would be better to make a distinction between 
+] 


he elementary ingredients, the combination of which makes 


hnished product a “food” (a mixture of flour, water, salt and leave 


‘bread’ ), and some further and not absolutely neces 


nan oven makes ° 
sary ingredient (such as a bleaching agent) which 
added to a food “ad, in t ase) for a special 
quires, of course, a concept of “food compost 
gredients which are not necessarily “‘additives” 
of the word In other words, there must 

in “additive 

“additive” becomes 

meaning of that word, a1 spe g 
merely Or j PTO f ingredients beco 


tvpe of ingredi 


ditheulty 
cepts of “food without 
lefinition of “ftood additive” 
ators 
difficulty 


lefinitions in the | 


\nother a1 squall troversial 
islation 1s. the ; 
special legislation for a certain group of food ingredi 
theory that the traditional type of basic food 
t in most countries is no longer adequate 
sumers of food, manufactured in accordance with 
methods, against hazards to their health 


fraud 


In the absence of any law or regulatior1 


facturer or seller of a food product is free to 

| ] } 
ever he pleases and the consumer is willing to buy 
knowled 


there is no civiliz uuntry left in 


re 
= « 


not have in its basi f li : { prohibitior as 


val 


of food that is harmful bec: » of the presence 
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gredients, unhygienic manufacturing methods or storage facilities, sporl 
age, or other reasons. The same applies to the general prohibition of cor 
mercial fraud (sale of adulterated or inferior products However, th 
enforcement of these general prohibitions is frequently made ditheu 


y in criminal proceedings, by the fact that the burder 


11 
1} 


espe la 


for the violation les with the government certan 


as “harmfulness” are difficult t 


prove 
cope with this situation 
prohibitions against the use 
or some special 
most Latin-Am«e 
itional precauth 


a represel Lative 


levelopmet 


1! use 
foo 


teste 


ymmpted the dem: 


sul 


temporary prohibi 





? 


on Food Additives which met in 
Geneva June 
booklets The first report contains (1) a def 


use (whe technologically justified) rf tood additives 
mendation concert 


quantity limits, (4) a recommendation 


use of a permitted 


presence of additives in food and 


antage of the consumer may be technol 


the functions of the United Nations and its 


Spec 


ind drug law, see Julius G. Zimmerman Food Additi 
International Aspects of Food and 
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until they have been adequately tested Additives which are genet 
ally considered safe and which are not on a “prohibited list” may be 
freely used by the food industry However, 


system h 


even this liberal control 
as the practical effect of relieving the government from the 


burden of proving that any substance falling under the definition of 


“food additive” is harmful \ny manufacturer or user of a new “addi 


tive’ has to satisfv the government that it is harmless before he 


1s 
permitted to use it or before it is included in a “permitted.list” 
exempted from government control 


or 1s 


Work of UN and Its Specialized Agencies The joint FAO/WHO 


Conference on Food Additives * which met in Geneva in September, 


1955, laid the groundwork and set the program for a methodical study 


of the entire subject of the use of 


f additives in food by a joint FAO/WHO 


Expert Committee on Food Additives 


The committee was requested to confine its study and discussions 
of “food additives” in accordance with the following definition of the 
term, which had already been adopted by the join FAO/WHO 
kxpert Committee on Nutrition 

Non-nutritive subst 


pstances whit ire ally 


i quantities, to improve its appearance, favour 


Phe 


texture 


first two reports of the joint FAO/WHO Expert Committe: 
Rome December 3-10, 1956, and in 
7-24, 1957, are now available in the form « 
lefinition of the 
' { } 
ning safety tests, (3) a recommendation concerni 
il control through the 
sf in preference to the method Ot a p? hibited | 
) a recommendation for requirement of a label declaration of the 


t 


for leg: 
a 


id (6) a recommendatior 


enforcement 


In the opinion of the committee, use of food additives 


ally justifies 
For general outline of the setup and WHO Technical Re 


FAO Nutrition Meetin 
ialized agencies and of other interna 11 


na organizations concerned with food Joint 
7 


port Serie 


gS Report 


FAO/WHO .Expert 

ves, first report 

rechnical Report Series, No 

Nutrition Meetings Report Ser oO ) 

“ econd report (1957) WHO Technical Re 
port Series, No. 144, and FAO Nutrition 
Meetings Report Series. No. 17 
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An English translation of the omp 
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various cities in Germany-——which have been translated into Spanish 
French and German, respectively.’ 


In this connection it is interesting to note that a handbook on the 


subject of food additives published in Japan in 1955 under the auspices 
of the ministry of health and welfare devoted an entire chapter to the 
“Methods of Treatment of Additives in the United States and in 
Canada.” 


For these reasons it should be surprising if our recent food 


additives amendment, the administrative regulations to be issued 
thereunder, and the system of judicial review of administrative regu 
lations did not produce in due course a noticeable influence on similar 


legislation in other countries 


One additional comment which may be of interest 1 
international developments concerns the definition of the 


additive” as it now appears in the first part of the new sul 


of Section 201 of the Federal Food, Drug, and Cosmeti 


d AA sete 
i < ati ‘ 


i < 


mably 


Che definition 1s so wide in scope 
were to terminate here, the definition 


ingredient of every manutactured food pro 


tation to a comparatively restricted category 


achieved in the second part of the kubsectio 


substances g ally recognized as s: 
experience based n common use il 


clause ; 


The last part of subsection 


chemicals and substances tormerly approvy 
ucts Inspection Act or the Meat Inspectior 


Lectures by Charles Wesley Dunn dé 


ivered in Europe in 1955 (10 Food Drug 
Cosmetic Lau Journal 337 (October 


1955)) in Buenos Aires in 7 » Food 
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German | Imendment.—On December 21, 1958. the 
government of the Federal 


adopted by both 


mented the basi 


Republic of Germany promulgated a law 
houses of parliament which amended and suppl 
German food law of 1936 as amended in 1943. The 
atest amendment which deals primarily with food additives was pub 
lished in the official Federal Gazette ot December 23, 1958 
immediately except the new Sections 4(a) 

of the food law 


and became 
rective 


which are to become efte: 


of this law concluded a legislatiy 


enactment 


vhich had aroused publi 


s during the postwar period 


i1] 


of the Germ: with the 


av akened about 
publi Che hearin 
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time 
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limits of this report it 1s 
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a detailed analysis and discussior 
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The legal situation with respect to food additives prior to the 1958 
amendment was very similar to the one formerly existing in. th 
United States The German food law of 1936 contained a yene! il 
provision in Section 3 which has not been abrogated ,and is still it 
effect except with respect to additives, and which prohibits the manu 
facture, storage and sale of food products “capable of injuring human 
health.’ Phe burden of proof for the harmfulness of a certain f 
product which would justify its prohibition under this provision 
with the government From the point of view of the food 
the use of anv substance in the manufa 
1] 


injurious to health and not specifica 


Under the ‘w law, the use of any food 


authorized | aw or regulation, is prohi 


the group ot substan eS 


treatment, the 


ga 


the federal amet 
| 


distinguishes betwee 


additi 


inces the 





PAGE 200 FOOD DRUG COSMETIC LAW JOURNAI MARCH, 1959 


of ionizing or ultraviolet rays in food processing (Section 4(c)) and 
other chemical treatments which may render the finished food product 
injurious to health (Section 4(d)). 


The amendment contains, also, elaborate provisions for the label 
ing of additives used and for the treatment of packaging materials 
In this connection it is of interest to point out that the basic German 
food law extends most of the rules applicable to “food” also to tobac« 
and similar articles, domestic utensils, cosmetics, clothing, toys, artificial 
flowers, marks, candles and petroleum However, the additives 
amendment concerns itself only with food and to a certain extent 


] 
AlSU 


with domestic utensils. It also contains some provisions about 


pes 


cide chemicals and antibiotics 


Merchandise manufactured for export is not subject to the prov 
of the 1958 amendment, but it must comply the lega 
requirements of the country of destination (Section 5(b)). It must be 

specially labeled for export and be kept separately from the m« 


chandise intended for domestic use 


in the other hand, merchandises (food and domestic utensils 
which are not in compliance with the provisions of the German fi 


law as amended may not be imported into Germany for sale in tl 


domestic market, with certain limited exceptions (Section 21) 


ne final comment The 1958 amendment gives the 
the interior, the minister of nutrition, agriculture and f 
minister of Commerce and, in pertinent cases, the ministe 
energy the power to issue regulations jointly on the subject 
tives which require only the approval of the Bundesrat 
upper chamber of parliament) However, 11 
recommendations made to the government by 


advisory bodies are of decisive importance 


Legal Treatment of Food Additives in Japan.—Very little is kno 
in the Western Hemisphere and in Europe about postwar deve 
ments in the food laws of Japan, where the government has recent 
taken a clear stand in support of the use of harmless additi 
ticularly of food colors and preservatives and without 
basic objection against the use of food additives as such 
is predicated mainly on practical considerations 


see Volker Hamann Food Legisla (November, 1953), for a descripti« 
) the Federal Republic of Germany complicated legislative procedure 


Drug Cosmetic Lau Journal 677 many 
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the definition of “food additives” involves not only those chemicals 
which are intended to remain in the finished product, but also those 
which are removed before the final product is put on the market. It 
is interesting to note that a similar concept was introduced in 
Germany in December, 1958, as previously discussed 


International Food Standards and Model Food Codes 
l’niform Latin-American Food Code For the purpose of the fi 


g@ discussion, the term “Latin America” will be used in referet 


~ 


Ww 
to the 20 independent republics of the Western Hemisphere situated 
south of the United States and not including the territories and islands 
in Central and South America and in the Caribbean Sea w!l 
itically to the British Commonwealth, France 
lands kighteen of these republics have a common 


1 1 


Spanish colonization, with Spanish as their official lang 
two other countries, Brazil was colonized by Portugal, and Haiti 
dominantly by France The official language in Brazil 


Haiti, French 


Kven though all the Latin-American republics are 


countries and have civil and commercial codes which draw 


| 


inspiration, directly or indirectly, from the Code of Napoleon, they 


not have such a common background in the field of publi 
legislation in general and food legislation in parti ular 
ice 


1 


common background, as well as the existence of w 


‘conomic structure and the stages of industrial and so 
in the various republics, has been responsible for 


variety of legislative and administrative techniques used to assure 
the public a supply of wholesome food manufactured, packaged 
oftered for sale in accordance with modern standards of hy g1ent 
food technology 


Che great advantages of, and the need for, the establishment 
uniform guiding principles and model standards for manufactured 


foods were first officially recognized by a resolution proposed by Dr 


\ntonio Ceriotti and adopted by the First South-American Chem 


Congress in Buenos Aires in 1924, calling for the drafting of a Codea 
Alimentarius Sudamericanus, which was done by a committee appointed 


for that purpose. The draft of such a code, consisting of 154 articles 


Julius G Zimmerman The Food Problems n Latin-American 


Drug and Cosmetic Law of Latin Amer Drug Law 12 Food Drug Cosmeti« 
ica 9 Food Drug Cosmetic Law Journal Journal 683 (November 1957) 


655 (November, 1954), and ‘‘Legal Research 
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with definitions of food products and some general provisions, was 
submitted to the Second South-American Chemical Congress in 


Montevideo in 1930, but was not debated or further acted upor 


It was not until the sixth Latin-American congress, held in 
Caracas in 1955, that a resolution was adopted creating another and 
greatly broadened drafting committee, which was to consist of one 


delegate and one deputy delegate from each of the 20 Latin-Americat 
republics and also from Puerto Rico, under the chairmanship of Carlos 
\. Grau, of Argentina. However, only 16 republics responded to the 


’ 


invitation to cooperate in the drafting of the code. The countries not 
represented on the commission are Costa Rica, Dominic: Republi 
Nicaragua and Paraguay 


] 


Dr. Grau is a man of long-standing international fame 


chemist, pharmacologist and pioneer in modern food leg 


‘ 


is the author of the first elaborate Codex Alim: 


Bromatological Code) of the Province of Buenos Aires 
code ever promulgated in Latin America, in 1927 
greatly enlarged and improved in three subsequent 

1944 and 1949—and it served as a model for the National Bro 
gentina (federal law) which was adopted in 1953 
in turn greatly intluenced the preliminary draft 


Food Code 


Code OT 


draft of the La 
1958 and will 


( ongress : which 


1959-—for approval 


in- American chemic: 
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Food 
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of the health departments or other government departments of the 
various Latin-American republics cooperated with the drafting com 
mittee in Buenos Aires in the preparation of the preliminary draft 
The very idea of a modern and, preferably, uniform food code in Latin 


\merica is very popular in government and industrial circles 


~ 


lhe final stage of this development—the actual enactment of 
uniform food code or its adaptation—in the various republics will 
one of the most important concerns of the new Food, Drug 
Cosmetic Law Section of the Inter-American Bar Association,’® which 
was formed at the meeting of that association in Buenos Aires it 
November, 1957, and which will meet again in Miami on April 13 


14, 1959 


he preliminary draft of the Latin-American Food Code, com 


pleted at the end of 1958, is a very elaborate and comprehensive docu 


ment consisting of 778 articles divided into 19 chapters with the follow 
ing headings: Chapter I, “General Provisions”; Chapter II, “Gener 
Requirements for the Manufacture and Sale of Food Produ 
Chapter III, “Storage, Conservation and Treatment of Foo 
Chapter IV, “Utensils, Receptacles, Containers, Packagit 

and Accessories”; Chapter V, “Labeling”: Chapter VI, 

Meat Products”; Chapter VII, “Fats”; Chapter VIII, “Dai 

ucts’; Chapter LX, “Cereals, Flour and Derivative Products” 

X, “Sugars and Sweets”; Chapter XI, “Vegetable Products” ; Chapt 
XII, “Soft Drinks and Refreshing Foodstutfs”; Chapter XIII 
mented Beverages”; ( hapter XI\ “Distilled Beverages’; Chapt 
XV, “Stimulating Products (Cocoa, Coffee, Tea, Maté, Tobacco 
Chapter XVI, “Food Additives”; Chapter XVII, “Various Pre 
(Animal Food, etc.)”: Chapter XVIII, “Dieteti | 
Chapter XIX, “Articles of Domestic Use (Cosmeti Disinfect 


Insecticides Soap and Deterget ts ndustrial 


roduc ts 


11 au released the preliminar aft for 
comment \dvance copies were made available to 


t 


Department of Commerce, The Food Law Institt 


Drug and Cosmetic Law Section of the Inter-Ameri 


tion, which joined forces for the purpose of a commor 
the free distribution of the individual chapters in 


ll interested parties 


r information about the 
tic Law Section of 
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criticisms, which are being currently transmitted to the chairman of 


the drafting committee. While it is impossible to predict with cet 


tainty what the Congress in Mexico City will do, there seems to bi 


a likelihood that it will approve the preliminary draft as a basis for a 
uniform code, but set up some permanent committee for the periodic 
review and revision of the text of the code in order to assure that it 
will be continuously kept up to date with the development of food 
technology and further improved from the point of view of legal 


s 


terminology and draftsmanship 


There is no better wav to conclude the Latin-Ameri: 


of this report than to quote the following excerpt from 


introduction to the preliminary draft of the code 


recently published in the Foop Druc 

Shabetai gave a detailed account of 

movement 11 urope which eventual 
with a present 
isk of which Is 


lational ec 


back 
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quently taken up and discussed in one way or another by many 


international organizations interested in food science and food law 


S 


Unfortunately, the political subdivision of the European continent 


} 
I 


the great diversity in the food laws of the various countries, the lack 
a common language, and two world and other upheavals 
laved any effective work in this field until after the end of World 
ar Il, which resulted in the creation of the United Nations and its 
clalized agencies and, eventually, in 


tical situation in most of | urope 


One of the most forceful 
dex Alimentarius [ui ! as the cre; 
bodies as the Organization for European 
omprising 17 countries in 1948 and the 
munity of the “Six (Belgium, Fra 
ilv, Netherlands, Luxembourg) 
function on a hmited sca 
| 


enlarge 1e Ire 


; 
progress could 


uniform 


ro: 


vo concrete proposals te >t an 


| uropeal Food ( ode were made at the seco 


1 


! in Amsterdam in 1956 by Dr. Hans 


bh Cl ‘) | il «il ~ «al it) ot tne 
ister of Soci \ffair uthor the 


} 


Bromatology at the 
Codex conference was held 
and was attended Vv representati 
nations and by observers trom other 
the United States and various international o 
conference was held in Vienna in June, 1958; that contere1 
in the ratification of the provisional charter and bylaws of a permat 
undertake and complete the task of dratt 
and which was given the nan 
(European Council 


‘renzel as elected first president of this coun 





N FOOD LAWS 


The council was formed with the ide; 


in some already existing international 
time, however, it is to function as an autor 


The council consists of three separate 


board and the secretariats 


The conterence consists 1] 


of all regular memb 
zation and is formed by the official del 
ments 


evates 


It is the policy making | 


g body 
authority in the organization 1s 


Resolutions require a two-thirds majorit 


Che by 


secretaries-general f the secretariats 


The members of the board 


a period ol 


and may 
the same 


committees 


the board 


Denmark, Fu 
(;,ermal (,reece 


Ital 
Poland, Portugal 
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basic principles resuiti 


mic and admunistrati 


genuine 


and between 


The Council began the ; work on the code by ap 
the meeting in Vienna in June, 1958, five subcommittee 


assigned tasks of drafting the following chapters 
(1) “Colors and Preservatives” (chairmanship of Fran 


laking ot Samples for Ai alysis” (chairmat ship 


1 


Fats al d Oils” (« hairmat ship of Switzer 
Mushrooms” (chairm 


(5) “General Principles” (chairmanship of Germa 


chapter includes such basic definitions as “harmfulness 


‘adulteration’ and “miuslabeling.’ 


final comment must be made in this briet review 


legal nature of a European food code once the draft 


Ral 


pleted and adopted by the council \s in the case 


\merican Food Code, the draft is not intended to remain permane 


“frozen,” but IS TO alwavs remain ope to periodi amendment 


accordance with the basic policy set by Section 1 of Article IT] 


the charte1 si ‘ » the task of the Council to draft and to co 


tinuously improve the European Food Code.’ The malt questi 


however, is how to make any or all provisions of the code 


to the individual member countries 
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As Dr. Frenzel pointed out, in 


food code could be conceived as 


(l) a lega instrument meant to 
laws and regi 


of definitions and 


and the tood industry 


The second alternative which would 


voluntary adoption of the guiding princip! 
the code by the various local associations of the food in with 
he % | of the gover . 1] babl ucl 
the approval of the government will probabiv prove mut 
easier and more practical way to put the code into o 
first alternative, which requires formal enactment by the 
complicated legislative process. This system of voluntary cooy 
between food industry and government is working very well 


under the Codex Alimentarius Austriacus, which was the bt 
Dr. Frenzel. The system also proved very successful 11 
South Africa where certain guiding rules assuring qu: 
have been published by the bureau of standards 
not compulsory, but any manufacturer who 
given the privilege of displaying the syn 


Bureau of Standards on the label 


further developments in the 


[The End] 
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The Author—in His Capacity as Chairman, Food Standards Committee 
of the Section on Food, Drug and Cosmetic Law of the New York 
State Bar Association—Presented This Paper at the Section'’s Re 
cent Annual! Meeting. Of “Eppur Si Muove,’ He Notes: ‘“‘This Apoc 
ryphal Exclamation, ‘It Really Does Move’, Is Attributed to Galileo 
When He Was Forced by the Ecclesiastical Authorities Publicly to Re 
cant His Heliocentric Views. Its Bearing on the Present Issues May 
Appear Remote to Some, Yet It Remains Available for Varying Use 
as a Many-Faceted Analogy by All Concerned. In Any Event It Sug 
gests That Even the Most Strongly Held Views Eventually Yield to the 
Facts. Those Who Are Disinclined to Allegory Need Not Be Troubled 
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tional value, then indeed Section 401 has been distorted beyond recog 
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